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Document Number: QUF-113-V5 

1 m nleme illation / Revision Date: 09/14/12 

- 

Document Title: Microbiology Out-of-Spccification Investigation 


1. Description of OOS Results: 


ARL No: \<U e nZ*& 

Date of Resuit: \\'V 

Client: MGuD IcYVOIawK 

Sample Description: P^DSSUAm CVdi^iAS- 

Product Lot # 

Miembioiogist: A A T vn>Adh &C\ L^££i 

Test perfomied: lU-Vv-A 

Date Tested: <hUcW, \Y$¥ A LZ^yx£aJ.mi 

Limit:SWiV . / WbV 

OOS Result: J\) Gr S-VF' tD V-6 

2. OOS Review: 

Acceptable: 

Negative Control 

YcsQ^No □ 

Environmental Monitoring 

vllllfW wad 

Proper Test Procedure Performed 

Yl-sE/ Nc □ 

3. Additional analysis 


Type of contaminant 

Racier ill) t-un !iul Q 

Gram stain of sample Isolation 

P osilivo wf Negate □ C'~Cxi 

Gram stain of Environmental Isolation % 6/4 

Positive 0^ Negillivc 0^ N/aQ 


A 


H&UfeS H rfWm 4r ccCf\ 
14 ^rA-W, -r rod 

4, This section to be filled out by the Investigator/Manrfgement 

Can this test be invalidated due to a high probability oi Saboratoiy ciioi ? 

If Yes, Why was the test invalidated and what corrective action is being taken 


050^" [ 



iY\\l 


QUF-1 13-V5 Microbiology Out-of-Specifieation Investigation 
Page 1 of 2 


evo code u'i> 1 

-AM };.\ri\n- 


FDA_E00476320 



Analytical Research Laboratories 

I f No. List any notes on Investigation and Client Communications: 




Has a report been issued with the final result and explanation of test result? 




Was a rc-test requested by the client? 


'i ,•••["] Nu 


B 7 


Result of re-test 




Investigator: 


{L\pA\;J .:A'2'- 
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ARL Analytical Research 

. Laboratories 

Form 

Document Number: QUF-209-V1 

Implementation / Revision Date: 09/14/12 

| 

Document Title: Microbiology OOS Isolation and Identification Data Form | 


Check List: 

ffl''' Comments Updated on Steriliiy/Fungal Log 
raf”* Notes Updated in LIMS ^ ^ 


Gf Result Field Updated in LIMS 
S3f Client contacted 
y'' Investigator Notified 


^ \rvw> 


*r 


cfoovx VL rvt>^ • 


PX" 


Date/Microhiologist Initials "'OOVA , 

Client /A IxP ^(T^ VxJnA 

ARL Number WH 7J% 


Original Observation; . n & 

kir V4, A/)U<; au c^^xMM_An 


^rryvi^V- ;r-A/r)^v.M n ^ 


Colomes Isolated: 

0 Yes-Complete this form and Proceed to OOS Investigation: Notify client and 
update Commenls/Notes/Results 

□ No-Notify client and. update Comments/Notes/Results 


"ray unA, 


Gram Stain Result/Cell Morphology: 

/V fnxr\ QrR\-\-\\ Y? , CTY'fS 

Species Level Identification: . , • 

fvVvCror;ncf..LC S le u 
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